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(WW ffpTPT) 

Hf^YiTT 

fastflr, 7 i^94 

gT.^.Pl, 850 (w) flVrfa snrTspf 

f*m, 1945 4!T ifa mtCFT «Fftm fotflft 

VT rnv 5TTYT, StOTT 1940 

( 1940 W 37) ff mr 12 UTXT 33 3TTT 

irsr 'irn^ % rnm, vtpt 2 , 

3, OT»I ( 1 ), TiTt<? 7 «Tjfw, 1994 ff, «trtT 

^rtsfnr % tft% store stsstt Tfrrar 
totPt) ?Ft flf. UT.W.f^. 371 («), 

3TfRr 7 srshl, 1994 % 3TtT SWf*TT toft *fTT S! n, 

gr gift wrfwrt ft, fsrr^ tfHft JNTfkff rjtr 
sjfr ifarwr^t, strata tm gin? gg trrfta'ft, Fw «Ft 
trsw sff sffipri', >i^dr art gS'4*T srer ?t *r^ gt, 
to tft <s?fs ggrfcr ft 3? *rH ^ 4 1 


gW VTgsg 'lit StoT 5|rfffT lift gsgsg WT 

<ft ^ «ft I 

ffk irewr % gw uTw togf % gsti 

fr grrT fr 5n c rr memF wK girurf m tors wc 
fmr | 1 

*tr:, m, ratt, gw stfutog «tft am 

12 tflt HKT 33 ITO SWT aitost «BT ssW WT 

5 1 ?, wtafe Twftaft tnsnjvrs Ttr ft mi nit % stpitt 
srtafff wta sttTTT trrtnfr tog, 1945 w sfts wIht 
% fgtr towfator tog srrat $, msf^ :— 

1 . ( 1 ) vt to*ff w trfW grg ,*ftaftr srk 
sittept gisst (wgr gsrto) tog, 1994 $ 1 

( 2 ) $ Trsm fr sw5pt sfr ttFut vt gwr 

_«S-^ * 

fk 1 

2 . sfnc sgrsnr gntift Prw, 1945 % 

(fsm wff w% spttt tw fmnr «F^r wr |) Pttt 

64 v %, pttt m, or^f—ar^f *3 

atm % "sfrrfsr tt sstst ^r*rtfr” art? X4 1 


2785 GI/94 


(1) 
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3 . Pm 97 % STpm ( 2 ) jf, “n&T ?TT 
m (fafnirr), nftm” ns?) % Tmra 
“iRffr, ^tn” ns? sr^ssnfnr Pw nnjir 1 

|n. TT4n 11 014/l 2/ 93-i) .CTT.PW TTii3 qV.^] 

nnnr nnr, ?iw nfan 

ntqfsr *rh: spfttept nrnrft Pm, 1945 , 1 - 5-79 
fpp OTf ■PrjftffeRT ^4 Jf W WR *P?nrn 

(tc^TTscq- fw'T) : iW5 R fwfr nfaf'cT «fR SfnWT 
nmtf), fft¥w»r nK Pm (4).tf).af).rrn.) -ft 
nfwrfnn t, nnPr'R | 1 n?n<Rrrn wr Prim) *r 
nrcn % ■■amx nrn -2 tfv ( 3 ) { 1 ) n snirrfnn Prw- 


fnffem nfjgnrif 

nrrr n^tftrr fqrn no t 

1 . nr.Trr.Pr. 

1241, nlTtiT 6-10-1979 

2. nT. 4 n.Pr. 

1242 , 'TTTlfT (rl 0-1979 

3 . nr. nr. Pr. 

1243 , miter 6 - 10-79 

4. nr. 4 rr.Pr. 

1281, 'TrfNr 12-1 080 

5 . nr.nn.Pr. 

430 , mitej 19 - 4 -so 

6. nT.4rr.Pr. 

779 , miter 26 - 7-80 

7 . nr.Trr.Pr. 

540 (*r), miter 2 . 2 - 9*80 

8 . nr. 4 n.Pr. 

680, cfTTPsr 5-12-80 

9. nr.Tr.Pr. 

681 (w), mite 5-12-80 

10 . nr.Trr.Pr. 

682 (n), mite 5-12-80 

11 . nr.m.Pr, 

27 (n), mite 17-1-81 

12 . nr.arrr.Pr. 

478 (w), mite 6-s-si 

13. nr.nn.Pr. 

62 (w), mite 15-2-82 

14. nr.4n.Pr. 

462 (n), mite 22-6-82 

is. nr. 4 n.Pr, 

510 (n), nT^Pn 26 - 7-82 

is. nT. 4 rr.Pr. 

13 (n), cfKi’ia' 26-7-82 

17 . nr.nrr.Pr. 

318 (sr), nrfm 1 - 5-54 

is. nT'nr.Pr. 

331 (v), mfPir .8-5-84 

19 . nr. tt . Pr. 

4Go (n),. nrf)' 1 ? 20 - 6-84 

20 . nr.4n.Pr. 

487 (n), CJTTW 2-7-84 

21 . nr. 4 n.Pr. 

.89 (n), ?TTfP?r 16 - 2-85 

22. nr.«nr.Pr, 

788. (W), err'a-sr 10-10-85 

23 . nr.'frr.Pr. 

17 («r), nr(hr 7 - 1-86 

2 4i nT. 4 rr.Pr. 

1049 (n), nrfhsr 29 - 5-86 

25 . nT.iPT.Pr. 

1060 (n), nrcfa s- 9 - 8 ^ 

28 . nr.4n.Pr. 

1115 {*rj, WTfPff 30 ^ 9-86 

2 7 . irr.rr.fo. 

71 (*r), iTrrPsr 30-1-37 

28 ; nr. 4 n.Pr„ 

, 1 

570 (n),. frrfEg- i2,^ 87 

29 . nr.TT.Pr. 

626 (n), nrrW 2 - 7-87 

30. n1.4rr.Pr, 

792 (n), nrrPT 17 - 9-87 


31 nr.4rr.Pr. 371 (*r), oRte 14 - 3-88 

32 nT.4TT.Pr. 75 (w), flTTter 2-6-88 

33 3 T.ipr.Pr. 675 (n), nRfo 2-6-88 

34 3T.Trr.Pr. 676 (if), fTRPa 2 - 6-88 
35. RT.W.Pf. 677 (n), nR)4T 2 - 6-88 
36 rrr.T7T. v Pr. esi (n), nrcPjf 6-6-83 

37. nT.Trr.Pr. 735 (n), nTrPsT 24-6-88 

38. nT.Trr.Pr. si 3 (n), nrfna 27 - 7-88 

39 . nr.4rr.Pr. 944 («r), nrt)«r 21 - 9-88 (^faro) 

40. nr.4rr.Pr. 43 (sr), rnffa 20 - 1-89 (T[Raw) 

41. nr.4TT.Pr. 44 (n), errtPj 20 - 1 -S 9 

42 . nr.4rr.Pr. 100 (n), nRftsr 14-2-89 (^jf^m) 

43 . nr. 4 rr.Pr. 443 (n), crmPg- 12 - 4-69 (nfanot) 


44 . 

nr.5Rr.Pr. 

588 

(n), nrrW 2 

1-6-89 

45 . 

ht.srt.Pt. 

691 

(n), nKPa' 

11-7-89 

46- 

nr.5rrr.Pr. 

784 

(n), mw 

2 8-8-89 

47- 

nr.w.Pr, 

16 

(n), nrfnar 

1-10-89 

48. 

nr.sRT.Pr. 

731 

(n), ctttV 

23-8-90 

49- 

nr.'frr.Pr. 

865 

(n), nrOur 

25-10-90 

50. 

nr.w.Pr, 

11 

(w), nRtvrr 

7-1-91 

51- 

nT. 4 rr.Pr; 

223 

(n), crrfN- 

19-4-91 

52. 

nr. 4 rr.Pr. 

246 

(n), anctsr 

1-5-91 

53. 

nr. 4 rr.Pr. 

301 

(n), nrc)^ 

7-6-91 

54. 

nr.'frr.Pr. 

302 

(n), nrcfcr 

7-6-91 

55. 

nr.4T.Pr. 

491 

(«t), wrW 

25-7-91 

56. 

nr. 4 rr.Pr. 

495 

(ut), nr^>4r' 

25-7-^91 

57. 

nr. 4 rr.Pr. 

532 

(n), nnVg- 

14-8-B1 

58- 

nT. 4 n.Pr. 

626 

(n),„ err'd’? 

1 4-1.0- 9 f 

59. 

nr. 4 rr.Pr. 

6 6 U 

(n) ; nrfr-4 

7-11-91 

60 

nr. 4 rr.Pr, 

730 

(n),' npPg- 

10-12-91 

61- 

nr. 4 rr.Pr. 

5 9 

(sr), nrfpf 2 

2-1-92 ‘ ' 


62 nT.4TT.Pr. 305 (sr), nRpT 4-3-92 (ijf&VX) 


63. n.TT.Pt. 4 15 (rtr), ORpST 30-4-92 

64. rr.Trr.Pr. 597 (*r), nrcter 17 - 6-92 

65 - nr.Trr.Pr. 663 (n), arrt^r 3 - 7-92 

66- nT.4n.Pr. 723 (n), 11 - 8-92 

67 . nr.fcr.Pr. 796 (u), miter 1 - 16-92 

68. nr.TT.frr, 877 (*)), cTTTtef 17-11-92 

69. nr.TIT, Pr. .904 (n), nnter 2 - 12-92 

70 . nr.4n.Pr., ,923 On), miter 14 - 12-92 
. 7i. nr.4n.Pr. 27 (sr), miter 22 - 1-93 

72 . nr.4n.Pr, 28 (n), miftn 22 - 1-93 



*nxa wiro : wmjnxr 
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73 . OT.«CT.ffr,.. ; ,8$ (*f), trrifa 26 - 2-93 

74 . OT.*PT.ft. 296 (w), OTffa - 24-3-93 

75 . gT.w.fa; 373 (*r), mfftr 13 - 4-93 (srfim) 

76. ,^rr.ffnr.f?r. 374 (?r), hriftr 1 3-4-93 (wtaOTr) 

77. OT.OT.ft. 447 (ST), cTTCftr 10-6-93 (HjfipRr) 

78. OT.'PT.fa. 658 (?r),^TRt^ 19-10-93 

79. OT.5f3.ft. 673 (w), OT^ftr 27-10-93 

so. OT. 43 .ft. 108 («r), flrcftr 22-2-94 

: " I 

SI. OT.4TT.ft. 109 ( 3 ), TTRftr 22-2-94 

82. OT.OT.ft. 370 ( v ) OTfror 7-4-94 

83. OT.4tT.ft', 46.6 (W), OT#-? 17-5-94 
84- OT . i P‘.ft . 615 (W), OTsfar 9-3- , 94 

MINISTRY OF HEALTH AND FAMILY 
WELFARE 

- ) I i 

, (Department of Health) 
NOTIFICATION 

'New Delhi, the 7th December, 1994 

G.S.R. 850(E).—Whereas a draft of certain 
rules further to amend the Drugs and Cosmetics 
Rules, 1945 was published as required by sec- 
liohs 12 and 33 of the Drugs and Cosmetics Act, 
1940 (23 of 1940), with the Notification of the 
Government of India, in the Ministry of Health 
and Family Welfare (Department of Health) 
No. GSR 371(E) dated the 7th April, 1994, in 
the Gazette of India, Extraordinary Part II, 
Section 3, Sub-section (i), dated the 7th April, 
1994 inviting Objections and suggestions from all 
persons likely to be affected thereby before the 
expiry of period of sixty days from the date op 
which the copies of the Official Gazette were 
made available to the public. 

And, whereas, the copies of the said Gazette 
were made available to the public on the. 

And,, whereas, abjections and suggestions re¬ 
ceived from the public on the said draft rules 
have been taken into consideration by the Cen¬ 
tral Government. 

Now, therefore, in exercise of the powers 
conferred by the sections 12 and 33 of the said 
Act, the Central Government, after consultation 
with the Drugs Technical Advisory Board hereby 
makes the following rules further to amend the 
Drugs and Cosmetics Rules, 1945, namely :— 

1. (11 These rules may be called the Drugs 
and Cosmetics (Xth Amendment) Rules, 1994. . 

(2) They shall come into force oh the date of 
their publication in the Official Gazette. 


2. In thp Drugs and Cosmetics Rules, 1945 
(hereinafter referred to as said rules), in rule 
54A, for the word “drug” wherever it occurs, , the 
word “drug or cosmetic’’ shall be substituted. 

3. in sub-rule (2) of rule 97, after the words 
“The container of an embrocation, liniment, 
lotion", the words “Ointment, antiseptic cream”, 
shall be inserted. 

(No. X. 11014112|93-DMS & PFA] 
SHAILAJA CHANDRA, Jt. Secy. 

Note : The Drugs & Cosmetics Rules, 1945 
as amended upto 1-5-1979 is contained in the 
publication of the Ministry of Health & Family 
Welfare (Department of Health) containing the 
Drugs & Cosmetics Act and the Rules (PDGHS- 
61). Subsequently the said rules have been 
amended by the following notifications published 
in Part II, Section 3, Sub-section (i) of ;the 
Gazette of India, namely :— 

1. GSR 1241 dated 6-10-1979 

2. GSR 1242 dated 6-10-1979 

3. GSR 1243 dated 6-10-1979 

4. GSR 1281 dated 12-10-1979 

5. GSR 430 dated 19-04-1980 

6. GSR 779 dated 26-7-1980 

7. GSR 540(E) dated 22-9-1980 

8. GSR 680(E) dated 5-12-1980 

9. GSR 631(E) dated 5-12-1980 

10. GSR 682(E) dated 5-12-1980 

11. GSR 27(E) dated 17-1-1981 

12. GSR 478(E) dated 6-8-1981 . 

13. GSR 62(E) dated 5^2-1982 

14. GSR 462(E) dated 22-6-1982 

15. GSR 510(E) dated 26-7-1982 

16. GSR 13(E) dated 7-1-1983 

17. GSR 318(E) dated 1-5-1984 

18. GSR 331(E) dated 8-5-1984 

19. GSR 460(E) dated 20-6-1984 

20. GSR 487(E) dated 2-7-1984 

21. GSR 89(E) dated 16-2-1985 

22. GSR 778(E) dated 10-10-1985 

23. GSR 17(E) dated 7-1-1986 

24. GSR 1049(E) dated 29-8-1986 

25. GSR 1060(E) dated 5-9-1986 

26. GSR 1115(E) dated 30-9-1986 
, mI( .27. £SR 7UE) .dated 30-1-1987 

. 28. G®R,'57f>(E) dated 12-6-1987 

29. GSR 626(E) dated 2-7-1987 
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30. GSR 792(E) dated 17-9-1987 

31. GSR 371(E) dated 24-3-1988 

32. GSR 75(E) dated 2-6-1988 

- 33. GSR 675(E) dated 2-6-1988 

34. GSR 676(E) dated 2-6-1988 

35. GSR 677(E) dated 2-6-1988 

36. GSR 680(E) dated 6-6-1988 

37. GSR 735(E) dated 24-6-1988 

38. GSR 813(E) dated 27-7-1988 

39. GSR 944(E) dated 21-9-1988 (Corri¬ 

gendum) 

40. GSR 43(E) dated 20-1-1989 (Corrigen¬ 
dum) 

41. GSR 44(E) dated 20-1-1989 (Corrigen¬ 

dum) 

42. GSR 100(E) dated 14-2-1989 (Corri¬ 
gendum) 

43. 43. GSR 443(E) dated 12-4-1989 

44. GSR 588(E) dated 2-6-1989 (Corrigen¬ 
dum) 

45. GSR 691(E) dated 11-7-1989 

46. GSR 784(E) dated 28-8-1989 

47. GSR 16(E) dated 10-1-1990 

48. GSR 731(E) dated 23-8-1990 

49. GSR 865(E) dated 25-10-1990 

50. GSR 11(E) dated 7-1-1991 

51. GSR 223(E) dated 19-4-1991 

52. GSR 246(E) dated 1-5-1991 

53. GSR 301(E) dated 7-6-1991 

54. GSR 302(E) dated 7-6-1991 

55. GSR 491(E) dated 25-7-1991 

56. GSR 495(E) dated 25-7-1991 

57. GSR 532(E) dated 14-8-1991 


58. GSR 626(E) dated 14-10-1991 

59. GSR 668(E) dated 7-11-1991 

60. GSR i730(E) dated 10-12-1991 

61. GSR 59(E) dated 22-11-1992 

62. GSR 305(E) dated 4-3-1992 (Corrigen¬ 

dum) 

63. GSR 445(E) dated 30-4-1992 

64. GSR 597(E) dated 17-6-1992 

65. GSR 663(E) dated 3-7-1992 

66. GSR 723(E) dated 11-8-1992 

67. GSR 796(E) dated 1-10-1992 

68. GSR 877(E) dated 17-11-1992 

69. GSR 904(E) dated 2-12-1992 

70. GSR 923(E) dated 14-12-1992 

71. GSR 27(E) dated 22-1-1993 (Corri¬ 
gendum) 

72. GSR 28(E) dated 22-1-1993 

73. GSR 86(E) dated 26-2-1993 

74. GSR 296(E) dated 24-3-1993 

75. GSR 373(E) dated 13-4-1993 (Cprri- 
gendum) 

76. GSR 374(E) dated 13-4-1993 (Corri : 
gendum) 

77. GSR 447(E) dated 10-6-1993 (Corri¬ 
gendum) 

78. GSR 658(E) dated 19-10-1993 

79. GSR 673(E) dated 27-10-1993 

80. GSR 108(E) dated 22-2-1994 

81. GSR 109(E) dated 22-2-1994 

82. GSR 370(E) datted 7-4-1994 

83. GSR 466(E) dated 17-5-1994 

84. GSR 6615(E) dated 9-8-1994 
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